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DETAILED ACTION 

1 . Claims 24-32 are pending and under examination. 

Specification 

2. The disclosure is objected to because of the following informalities: The 
first line of the specification states that the instant application claims priority to 
U.S. Application Serial No. 09/280,839 (now allowed), which needs to be 
updated to add the U.S. Patent number. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 101 

3. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent 
therefor, subject to the conditions and requirements of this title. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

4. Claims 24-32 are rejected under 35 U.S.C. 101 because the claimed 
invention is not supported by either a substantial asserted utility or a well- 
established utility. 
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Claims 24-32 are directed to isolated protein comprising an amino acid 
sequence consisting of residues 1-178 or 2-178 of SEQ ID NO:2 as well as the 
full-length polypeptide encoded by the cDNA clone contained in ATCC Deposit 
No. 209664 and a composition comprising such isolated protein. The 
specification discloses the isolation of a nucleic acid, SEQ ID NO:1, which 
encodes a protein, SEQ ID NO:2 which is disclosed as PSSP (see Figure 1). 
The mRNA coding for SEQ ID NO:2 is disclosed to be expressed primarily in 
prostate, and minorly in salivary gland, stomach, and trachea tissues (paragraph 
0025) but the protein is not disclosed to be expressed. 

The specification does not disclose that the polypeptide has any homology 
with known, characterized polypeptides. The instant specification does not 
disclose any additional information regarding PSSP such as subcellular location, 
timing of regulation during cellular differentiation, which hormones or transcription 
factors regulate PSSP, and what physiological significance PSSP plays. 
Therefore, it is a totally new, uncharacterized polypeptide with no well- 
established utility. 

The specification generally asserts that all of the disclosed PSSP 
polypeptides will be useful for a number of purposes, however, none of these 
asserted uses meet the three-pronged requirement of 35 U.S.C. § 101 regarding 
utility, namely, that the asserted utility be credible, specific and substantial. The 
asserted utilities will each be addressed in turn. 

a) the PSSP polypeptide can be used to generate fusion proteins and can 
be used as an antigenic tag (paragraph 0095): This asserted utility is not 
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specific. Since the same can be done with many polypeptides that are well 
known in the art for the purposes of purification and identification of expression 
(for example His-tag, Flag-tag, etc), the asserted utility is not specific to the 
claimed PSSP polypeptides. 

b) the PSSP polypeptides can be used to assay protein levels in a 
biological sample using antibody-based techniques (paragraph 0144): This 
asserted utility is not specific or substantial. With the exception of a few 
housekeeping genes, all polypeptides have a tissue specific pattern of 
expression, and thus virtually any polypeptide can be used to assay protein 
levels using antibody-based techniques. Thus, the asserted utility is not specific 
to PSSP. 

c) the PSSP polypeptide can be used as a molecular weight marker 
(paragraph 0150): This asserted utility is not specific. Since the same can be 
done with any polypeptide, the asserted utility is not specific to the claimed PSSP 
polypeptides. 

d) the PSSP polypeptides may be useful in treating deficiencies or 
disorders of the immune system, by activating or inhibiting the proliferation, 
differentiation, or mobilization of immune cells (paragraph 0199): This asserted 
utility is not specific or substantial. Since such modification of immune cells can 
be achieved using a multitude of polypeptides, the asserted utility is not specific 
to the claimed PSSP polypeptides. Furthermore, since the specification does not 
specifically disclose a nexus between any specific deficiency or disorder and the 
activation or inhibition of immune cells by PSSP. Significant further research 
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would have to be conducted to identify such a nexus. Therefore, the asserted 
utility is not substantial. 

e) the PSSP polypeptide can be used to screen for molecules that bind to 
PSSP or for molecules to which PSSP binds (0228): This asserted utility is not 
specific or substantial. Since the same can be done with any polypeptide, the 
asserted utility is not specific to the claimed PSSP polypeptides. Furthermore, 
since the specification does not disclose how PSSP or its binding partners can 
be used, significant further research would be required of the skilled artisan to 
determine how to use the claimed polypeptide or its binding partner. Since the 
asserted utility is not presented in a ready to use, real-world application, the 
asserted utility is not substantial. 

The specification also discloses the tissue distribution of mRNA 
expression of PSSP as determined by Northern Blot analysis (Example 3, 
paragraph 0265). This information does not provide a credible, specific and 
substantial utility for PSSP nucleic acids, polypeptides or antibodies. PSSP 
mRNA is indicated to be expressed primarily in prostate, and minorly in salivary 
gland, stomach, and trachea tissues. The data is not presented to indicate the 
significance of such expression and the correlation between the levels of 
expression of mRNA and the protein is not discussed; and hence, it is very 
vague. Therefore, the data presented here are preliminary at best, and cannot 
be evaluated or repeated independently by the skilled artisan. Clearly, further 
research would be required of the skilled artisan to establish whether and how 
the expression of mRNA can be correlated with the usage of PSSP in above- 
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mentioned utilities, such as treating deficiencies or disorders of the immune 
system. Such further experimentation indicates that the asserted utility is not in 
currently available form. 

Furthermore, the Literature indicates that such results are to be evaluated 
very critically. For example, Hu et al. (2003, Journal of Protecme Research 
2:405-412) analyzed 2286 genes that showed a greater than 1-fold difference in 
mean expression level between breast cancer samples and normal samples in a 
microarray (p. 408, middle of right column). Hu et al. discovered that, for genes 
displaying a 5-fold change or less in tumors compared to normal, there was no 
evidence of a correlation between altered gene expression and a known role in 
the disease. However, among genes with a 10-fold or more change in 
expression level, there was a strong and significant correlation between 
expression level and a published role in the disease (see discussion section). 

Finally, increased transcription does not always correlate with increased 
polypeptide levels. See Haynes et al. (1998, Electrophoresis 1921862-1871), 
who studied more than 80 proteins relatively homogeneous in half-life and 
expression level, and found no strong correlation between protein and transcript 
level. For some genes, equivalent mRNA levels translated into protein 
abundances, which varied more than 50-fold. Haynes et al. concluded that the 
protein levels cannot be accurately predicted from the level of the corresponding 
mRNA transcript (p. 1863, second paragraph, and Figure 1). Therefore, the art 
indicates that it is not the norm that increased transcription results in increased 
polypeptide levels. 
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Thus, the proposed use of the PSSP polypeptides in treating deficiencies 

or disorders of the immune system are simply starting points for further research 

and investigation into potential practical uses of the polypeptides. See Brenner 

v. Manson, 148 U.S.P.Q. 689 (Sus. Ct, 1966), wherein the court held that: 

"The basic quid pro quo contemplated by the Constitution and 
the Congress for granting a patent monopoly is the benefit 
derived by the public from an invention with substantial utility", 
"[ujnless and until a process is refined and developed to this 
point-where specific benefit exists in currently available form- 
there is insufficient justification for permitting an applicant to 
engross what may prove to be a broad field", and "a patent is 
not a hunting license", "[l]t is not a reward for the search, but 
compensation for its successful conclusion." 

5. Claims 24-32 are also rejected under 35 U.S.C. 112, first paragraph. 
Specifically, since the claimed invention is not supported by either a credible, 
specific and substantial asserted utility or a well established utility for the reasons 
set forth above, one skilled in the art clearly would not know how to use the 
claimed invention. 

6. Claims 24-32 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a 
way as to enable one skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention. 

The specification is objected to under 35 U.S.C. § 1 12, first paragraph, as 
failing to provide an adequate written description of the invention and failing to 
provide an enabling disclosure without complete evidence either that the claimed 
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biological materials are known and readily available to the public or complete 
evidence of the deposit of the biological materials. 

The specification lacks complete deposit information for the deposit of the 
cell line containing cDNA deposited under ATCC accession No. 209664. It is not 
clear that the cDNA deposited as ATCC no. 209664 is known and publicly 
available or can be reproducibly isolated from nature without undue 
experimentation or is the same as SEQ ID NO: 1 or encodes SEQ ID NO: 2 or 
contains additional sequences in addition to SEQ ID NO: 2. 

Applicant's referral to the deposit of the cDNA on page 3-4 of the 
specification is an insufficient assurance that the required deposit has been 
made and all the conditions of 37 CFR 1 .801 -1 .809 met. 

If the deposit is made under the provisions of the Budapest Treaty, filing of 
an affidavit or declaration by applicant or assignees or a statement by an 
attorney of record who has authority and control over the conditions of deposit 
over his or her signature and registration number stating that the deposit has 
been accepted by an International Depository Authority under the provisions of 
the Budapest Treaty and that all restrictions upon public access to the deposited 
material will be irrevocably removed upon the grant of a patent on this 
application. This requirement is necessary when deposits are made under the 
provisions of the Budapest Treaty as the Treaty leaves this specific matter to the 
discretion of each State. 

If the deposit is not made under the provisions of the Budapest Treaty, 
then in order to certify that the deposits comply with the criteria set forth in 37 
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CFR 1.801-1.809 regarding availability and permanency of deposits, assurance 
of compliance is required. Such assurance may be in the form of an affidavit or 
declaration by applicants or assignees or in the form of a statement by an 
attorney of record who has the authority and control over the conditions of 
deposit over his or her signature and registration number averring: 

(a) during the pendency of this application, access to the deposits will be 
afforded to the Commissioner upon request: 

(b) all restrictions upon the availability to the public of the deposited 
biological material will be irrevocably removed upon the granting of a patent on 
this application: 

(c) the deposits will be maintained in a public depository for a period of at 
least thirty years from the date of deposit or for the enforceable life of the patent 
of or for a period of five years after the date of the most recent request for the 
furnishing of a sample of the deposited biological material, whichever is longest; 
and 

(d) the deposits will be replaced if they should become nonviable or non- 
replicable. 

If a deposit is made after the effective filing date of the application for 
patent in the United States, a verified statement is required from a person in a 
position to corroborate that the biological material described in the specification 
as filed is the same as that deposited in the depository, stating that the deposited 
material is identical to the biological material described in the specification and 
was in the applicant's possession at the time the application was filed. 
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Applicant's attention is directed to In re Lundak . 773 F.2d. 1216, 227 
USPQ 90 (CAFC 1985) and 37 CFR 1.801-1.809 for further information 
concerning deposit practice. 

7. Claims 24-32 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a 
way as to enable one skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and/or use the invention. 

UNDUE EXPERIMENTATION 
The fact that experimentation may be complex does not necessarily make 
it undue, if the art typically engages in such experimentation. In re Certain 
Limited-Charge Cell Culture Microcarriers, 221 USPQ 1165, 1174 (Int'l Trade 
Comm'n 1983), affd sub nom., Massachusetts Institute of Technology v. A.B. 
Fortia, 774 F. 2d 1104, 227 USPQ 428 (Fed. Cir. 1985). See also In re Wands, 
858 F.2d at 737, 8 USPQ2d at 1404. The test enablement is not whether any 
experimentation is necessary, but whether, if experimentation is necessary, it is 
undue, In re Angstadt, 537 F. 2d 498, 504, 190 USPQ 214, 219 (CCPA 1976). 
2164.01(a) Undue Experimentation Factors 

There are many factors to be considered when determining whether there is 
sufficient evidence to support a determination that a disclosure does not satisfy 
the enablement requirement and whether any necessary experimentation is 
"undue". These factors include, but are not limited to: 



Application/Control Number: 10/054,976 Page 11 

Art Unit: 1642 

(A) The breadth of the claims 

(B) The nature of the invention 

(C) The state of the prior art 

(D) The level of one of ordinary skill 

(E) The level of predictability in the art 

(F) The amount of direction provided by the inventor 

(G) The existence of working examples; and 

(H) The quantity of experimentation needed to make or use the invention 
based on the content of the disclosure. 

In re Wands, 88 F.2d at 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988) (reversing 

the PTO's determination that claims directed to methods for detection of hepatitis 

B surface antigens did not satisfy the enablement requirement). In Wands, the 

court noted that there was no disagreement as to the facts, but merely a 

disagreement as to the interpretation of the data and the conclusion to be made 

from the facts. In re Wands, 858 F.2d at 736-40, 8 USPQ2d at 1403-07. The 

Court held that the specification was enabling with respect to the claims at issue 

and found that "there was considerable direction and guidance" in the 

specification; there was "a high level of skill in the art at the time the application 

was filed;" and " all of the methods needed to practice the invention were well 

known." 858 F.2d at 740, 8USPQ2d at 1406. After considering all the factors 

related to the enablement to obtain antibodies needed to practice the claimed 

invention, "/of., 8 USPQ2d at 1407. 
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The specification does not disclose the expression of the protein in any 
tissue, the specification states that the mRNA coding for SEQ ID NO:2 is 
expressed primarily in prostate, and minorly in salivary gland, stomach, and 
trachea tissues but the protein is not disclosed to be expressed. Those of skill in 
the art recognize that expression of mRNA, specific for a tissue type, does not 
necessarily correlate nor predict equivalent levels of polypeptide expression. In 
fact, evidence abounds in which protein levels do not correlate with steady-state 
mRNA levels or alterations in mRNA levels. For example, Fu et al (EMBO 
Journal, 1996, Vol. 15, pp. 4392-4401) teach that levels of p53 protein 
expression do not correlate with levels of p53 mRNA levels in blast cells taken 
from patients with acute myelogenous leukemia, said patients being without 
mutations in the p53 gene. Further, Powell et al (Pharmacogenesis, 1998, Vol. 
8, pp. 41 1-421 , abstract) teach that mRNA levels for cytochrome P450 E1 did not 
correlate with the level of corresponding protein, and conclude that the regulation 
of said protein is highly complex. Vallejo et al (Biochimie, 2000, vol. 82, pp. 
1129-1133, abstract) teach that no correlation was found between NRF-2 mRNA 
and protein levels suggesting post-transcriptional regulation of NRF-2 protein 
levels. These references serve to demonstrate that the analysis of levels of 
polynucleotide transcripts cannot, be relied upon to anticipate levels of protein 
expression. In addition, Pennica et al (PNAS 95:14717-22, 1998) teach that the 
copy number is amplified but the RNA expression is actually reduced. Further, 
Jang et al (Clinical and Experimental Metastasis, 1997, vol. 15, pp. 469-483, 
abstract) teach that further studies are necessary to determine if changes in 
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protein levels track with changes in mRNA levels for metastasis associated 
genes in murine tumor cells, thus providing further evidence that one of skill in 
the art cannot anticipate that the level of a specific mRNA expressed by a cell will 
be paralleled at the protein level due to complex homeostatic factors controlling 
translation and post-translational modification. 

Thus, the predictability of protein translation and its possible utility as a 
diagnostic are not necessarily contingent on the levels of mRNA expression due 
to the multitude of homeostatic factors affecting transcription and translation. 
Therefore, absent evidence of the protein's expression including the correlation 
to a diseased state, one of skill in the art would be unable to predictably use the * 
polypeptides in any diagnostic setting without undue experimentation. 

In view of the lack of guidance, lack of examples, and lack of predictability 
in the art and using the myriad of derivatives encompassed in the scope of the 
claims, one skilled in the art would be forced into undue experimentation in order 
to practice the broadly claimed invention. 

Conclusion 

8. No claims are allowed. 

9. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Parithosh K. Tungaturthi whose telephone 
number is 571-272-8789. The examiner can normally be reached on Monday 
through Friday from 8:30 AM to 5:00 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Jeffery Siew can be reached on (571) 272-0787. The fax 
phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 

10. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 



free). 




Respectfully, 

Parithosh K. Tungaturthi, Ph.D. 
Ph: (571)272-8789 



